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March22,2001

TheHonorableDonaldRumsfeld
Secretary
U.S.DepartmentofDefense
1000Defense,ThePentagon
Washington,D.C. 20301-1000

DearMr. Secretary:

As you continuewith yourefforts to completeatop-to-bottomreviewofourmilitary, we

arewriting to stronglysuggestaprogramthat shouldbecritically consideredwithin this context
- theDepartment’smandatoryAnthraxVaccinationImmunizationProgram(AVIP). Overtwo

yearsago,yourpredecessor,SecretaryCohen,orderedtheimplementationoftheforce-wide
anthraxvaccinationprogram. Sincethattime, theAVTP hasproducedlimited success,butgreat

controversy.

OnApril 30, 1999,theGovernmentAccountingOffice (GAO) testifiedbeforetheHouse
GovernmentReformCommitteethat“thequalityofavaccineis closelylinked to its
manufacturingprocess,which mustberigorouslycontrolledto ensurethatbatchesofvaccines

producedondifferentoccasionsareofreproducibleandconsistentquality.. .Accordingly,
vaccineproductionis veryhighly regulatedto ensurethattheproductsareofconsistentquality

andsafeandeffectivefor thepurpose(s)for whichregulatoryapprovalwasgranted.” GAO
furthertestifiedthattheFoodandDrugAdministrationhadfound deficienciesin its February

1998 inspectionoftheBioPortproductionfacility that“fall broadlyinto two categories:those
that, althoughserious,mightaffectonlyoneora limited numberofbatchesthat wereproduced
whenthedeficiencywasextantandthoseofa genericnaturethat couldcompromisethesafety

andefficacyofanyor all batches.” Rightnow, theanthraxvaccinebeingadministeredto U.S.

military personnelaroundtheworldtodaywasmanufacturedunderthoseveryconditions.

Unfortunately,thatsituationis little improved. Despiteyearsoftaxpayerinvestments
exceedingover$100 million, BioPort,thecompanycontractedto producethevaccine,still has

notreceivedan approvedlicensesupplementfrom the FDA Theirongoinginspectionscontinue
to find seriousdeficienciesanddeviationsfrom goodmanufacturingpractices.Further,the

company,fundedalmostcompletelyby theU.S. taxpayer,continuesto beunableto demonstrate
lot-to-lot antigenconsistencyfor vaccinescurrentlybeingproducedfor eventualapproval. As a

result,it wouldbeextremelydifficult to scientificallysupportastatementthateachlot offersour
troopsthesamelevel ofprotectionasthenext.
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Beyondtheproblemsofthecompany’sapproval,legitimatequestionsaboutthevaccine’s

safetypersist. While thenumbersofVaccineAdverseEventReports(VAERs) filed with FDA

remainrelativelysmall in number,thismaybemorea functionofunderreportingthanalackof

adverseevents.Late lastyear,GAOtestifiedbeforeCongressthat 60 percentofthepersonnel
participatingin asurveyofindividualswho havetakentheanthraxvaccinefailed to reporttheir

adversereactions.Ofthosepersonnel,49 percentdid notreporttheirreactionsfor fearof losing
flight statusorconcernoveradverseeffectson theirmilitary andcivilian careers.

EvenmoretroublingarerecentpressreportsindicatingthatanOctober2000FDA
inspectioncitedBioPort’sinitial failure to notify FDA ofthepossibleanthrax-relateddeathof

Army SergeantNancyRugo. ThesamereportalsoindicatedthatBioPorthadalsofailed to
conductaninvestigationinto thatdeath.Theseexamplesmakeit extremelydifficult for

MembersofCongressandmilitary personnelalike to havestrongfaith in theDepartment’s
reportsofminimal adversereactions.

Finally, perhapsoneofthemostdisconcertingaspectsoftheAVIP programis the impact
thatit continuesto haveon themoraleofourforces. Scoresofotherwiseoutstandingmilitary

careershavebeenruinedbecausethoseindividualsrefusedan ordertheythoughtwould cause
harmto themortheirfamilies.TheGAO surveyreferencedearlierfoundthat25 percentofpilots

andaircrewmembersinterviewedwereleavingtheservicebecauseofthecurrentanthrax
vaccineprogram. Another1 8 percentofthosesurveyedwereplanningto leavetheservice

within 6 monthsandofthose,61 percentcited theAVIP programastheprimereason. The
resultsfrom this small surveydemonstratethepotentiallydevastatingresultson ourability to

retainqualifiedmilitary personnelif theprotectionprogramis restartedin its currentform.

Mr. Secretary,we stronglysupporttheneedto protectourforcesfrom thethreatof
biological attack. However,theremustcomea timewhenwerealizethat thecurrentanthrax

vaccineprogramis not goingto succeedandthat timeis now. Weurgeyou to imposean
immediatetemporary(4-6 months)moratoriumon the mandatoryvaccineprogramuntil the

Administrationis ableto completeathoroughreviewin thecontextofyourtop to bottom

discussions.Wemuststop investingpreciousresourcesin afailed initiative andinsteadredouble
ourefforts in theareasofdetectioncapabilities,protectionequipment,antibiotics,and
recombinantvaccinesaddressingthemultiplebiological threatsourforcesfaceratherthanjust

one.Rebuildingourmilitary is not just afunctionofplatformsandmissions- it is aboutthemen
andwomenin uniform andthetrust theymusthavein theirmilitary andcivilian leadership.By

makingthis decision,you will takeanimportantstepstowardsensurethatthis critical trust
remainsstrong.



Thankyou for yourcarefulconsiderationofourrequest.We standreadyto assistyou in

addressingthis importantconcernfor all of ourmilitary personnel.

Sincerely,
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